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UNCLASSIFIED 

PAGE 01 STATE 095099 
ORIGIN HEW-06 

INFO OCT-01 EA-09 ISO-OO OES-06 /022 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:PFF 
APPROVED BY OES/APT/BMP: JFRY 
DHEW/OIH : B HOLLAND 
EA/J:DFSMITH(INFO) 

- 272316Z 019686/61 

P 272207Z APR 77 

FM SECSTATE WASHDC 

TO AMEMBASSY TOKYO PRIORITY 

UNCLAS STATE 095099 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, JA 

SUBJECT: DIAGNOSTIC PRODUCT DEVIATING FROM STANDARD 

(RECALL T-081-7) 

FDA ADVISES OF THE FOLLOWING RECALL: 

PRODUCT INVOLVED: HAEM-C BLOOD REFERENCE AND CONTROL, 

NORMAL. PRODUCT IS PACKAGED AS HAEM-C NORMAL WITH 6/7 ML. 

VIALS OF NORMAL OR IN A DUOPAK WHICH CONTAINS 2/7 ML. VIALS 
OF HAEM-C NORMAL AND 2/7 ML. VIALS OF HAEM-C ABNORMAL. 

PRODUCT NUMBER FOR NORMAL Y230. PRODUCT NUMBER FOR 
DUOPAK Y223. 

PRODUCT IDENTIFICATION: PRODUCT LABELED HAEM-C NORMAL 
BLOOD REFERENCE AND CONTROL FOR HEMATOLOGY. FOR IN-VITRO 
DIAGNOSTIC USE 7 ML. VIALS J.T. BAKER DIAGNOSTICS BRAND. 

MANUFACTURER/RECALLING FIRM: 

UNCLASSIFIED 

UNCLASSIFIED 
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J.T. BAKER DIAGNOSTICS 

DIVISION OF J.T. BAKER CHEMICAL CO. 

2266 AVENUE A 
BETHLEHEM, PA. 18017 

REASON FOR RECALL: DURING ROUTINE IN-HOUSE TESTING IT WAS 
NOTED THAT TWO (2) LOTS OF MATERIAL CONTAINING SIMULATED 
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WHITE BLOOD CELLS GAVE SPURIOUS RESULTS WITH EXCESSIVE 
MIXING OF THE PRODUCT. VALUES DROPPED FOR THE WHITE BLOOD 
CELLS AND INCREASED FOR THE MEAN CORPUSCULAR VOLUME. BE- 
CAUSE OF THESE FINDINGS THE FIRM REQUESTED DISCONTINUANCE 
OF THE PRODUCT WITH THE FOLLOWING LOT NUMBERS: 

PRODUCT PACKAGE HAEM-C 

NUMBER LOT NUMBER NORMAL LOT/NUMBER 

Y230 7003L 7003L 

#Y233 7033C 70181 

#Y233 7024G 7003L 

# THE HAEM-C ABNORMAL CONTAINED IN THIS PACKAGE IS SUIT- 
ABLE FOR USE. FIRM INDICATES IT WILL REPLACE HAEM-C 
NORMAL AT NO CHARGE. 

POST IS REQUESTED TO CONTACT FOREIGN CONSIGNEE TO DETER- 
MINE IF THEY HAVE BEEN ALERTED REGARDING PROBLEM BY TWX/ 
LETTER DATED FEBRUARY 10, 1977. 

FOREIGN CONSIGNEE: 

TOAGOSEI CHEMICAL INDUSTRIAL CO. 

14-1 NISHI SHIMBASHI 
1-CHONE, MINATO-KU 
TOKYO 105, IAPAN 
ATTN: HEMATOLOGY SUPERVISOR 
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VANCE 


UNCLASSIFIED 
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